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Approval Package for: 
 

APPLICATION NUMBER: 
 

40-084/S-001; S-002; S-003; S-004; 
S-005; S-006; S-007; S-008; S-009; 
S-010; S-011; S-012; S-013; S-014; 
S-015; S-016; S-017; S-018; S-019; 
S-020; S-021; S-022; S-023; S-024; 
S-028 
  
 
Trade Name:  Anexsia 
 
Generic Name:    Hydrocodone and Acetaminophen 

Tablets, USP, 10mg/660mg, 5mg/500mg, 
7.5mg/750mg, 10mg/650mg 

 
Sponsor:   Mallinckrodt Chemical, Inc. 












































































































































































































































































































































































































































































